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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 20 January 2011 has been entered. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 1-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent 
6,071,274 to Russell B. Thompson et al. (Thompson) in view of U.S. Patent Application 
2001/0007070 to Mark T. Stewart et al. (Stewart). 

In regards to claim 1, Thompson teaches a catheter assembly, including: 
at least one introducer having a longitudinal axis (Fig. 14, #102), 

the at least one introducer defining at least one passage (col. 13, lines 45-47, Fig. 14, 
15A), 

an elongate tubular member (Fig. 1, #12, 100) slidably received within the at least one 
passage of the at least one introducer (col. 14, lines 15-16), 
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the tubular member having a proximal end (Fig. 1, #14) and a distal end (Fig. 1, #16) and 
at least one lumen extending between the proximal end and the distal end (col. 13, lines 
38-41), and 

an elongate, shape-imparting element received in the at least one lumen of the tubular 
member (Fig. 14, #22) to extend from the proximal end of the tubular member (col. 8, 
lines 45-48; col. 14, lines 7-9 - the shape-imparting element forms the core of the tubular 
member) and the introducer (Fig. 14, #22, 64) and through the distal end of the tubular 
member (col. 14, lines 7-9), the shape-imparting element imparting a predetermined 
shape to the distal end of the tubular member when the distal end of the tubular member 
is extended beyond a distal end of the introducer (col. 14, lines 21-24), a distal end of the 
shape-imparting element extending beyond the distal end of the tubular member (col. 14, 
lines 7-10) and being anchored proximally a distal end of the introducer (Fig. 15A, #143) 
at a location external of the introducer (Fig. 15A, #143). 

But Thompson does not teach the elongate shape-imparting element is one-piece, the 
predetermined shape including a formation in a plane substantially orthogonal to the 
longitudinal axis of the introducer,... wherein, due, at least in part, to the anchoring of the 
distal end of the shape-imparting element to the introducer, the formation is adjusted in 
the plane substantially orthogonal to the longitudinal axis of the introducer in terms of an 
inner area of the predetermined shape in the plane substantially orthogonal to the 
longitudinal axis of the introducer, when torsion is applied to the shape-imparting 
element. 
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Stewart teaches the predetermined shape including a formation in a plane substantially 
orthogonal to the longitudinal axis of the introducer (para. 98),. ..wherein, due, at least in 
part, to the anchoring of the distal end of the shape-imparting element to the introducer 
(Thompson Fig. 15A, #143), the formation is adjusted in the plane substantially 
orthogonal to the longitudinal axis of the introducer in terms of an inner area of the 
predetermined shape in the plane substantially orthogonal to the longitudinal axis of the 
introducer, when torsion is applied to the shape-imparting element (Thompson col. 10, 
lines 25-31). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have included the cranked arm and spiral shape of Stewart in the ablation 
catheter of Thompson in order to create a continuous closed lesion ablation about the 
ostium isolating the pulmonary vein from the left atrium to treat atrial fibrillation (para. 
12, 14) as taught by Stewart. 

Furthermore, one of ordinary skill in the art at the time the invention was made would 
have found it an obvious design choice to use a one-piece shape-imparting element in 
order to simplify the construction and assembly, and prevent accidental disconnection of 
joints. See MPEP 2144.04. 

Thompson teaches an anchor point for the shape-imparting element and that rotation 
would adjust the shape of the loop generally orthogonally, and Stewart teaches a 
transverse loop. One of ordinary skill would understand that if the loop were formed in a 
predetermined shape as taught by Stewart applying torsional forces would change the size 
of the loop because the loop is in the plane of rotation caused by the torsional forces, and 
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the anchor of the shape imparting element as taught by Thompson would limit flipping or 
changes in orientation of the loop, thus the device of Thompson, as modified by Stewart, 
would allow the change in diameter of the loop as required by claims 1 and 16. 

In regards to claims 2-15, Thompson teaches the assembly of claim 1 and further 
discloses: 

Claim 2: in which a proximal end of the shape-imparting element is connectable to a 
control mechanism (Fig. 1, #36) which, in use, applies torsion to the shape-imparting 
element to effect adjustment of the predetermined shape of the distal end of the 
tubular member (col. 10, lines 25-31 - by rotating the catheter, which is connected to 
the tubular member 20, 100, the shape imparting spline also rotates changing the 
shape since the spline is a nitinol shape-memory wire); 

Claim 3: in which the predetermined shape imparted to the distal end of the tubular 
member is a loop formation (Fig. 15A); 

Claim 4: the tubular member forms a cranked arm (Stewart Fig. 1A, #36) when it is 
extended from its introducer (para. 97), the cranked aim being arranged transversely 
with respect to a longitudinal axis of the introducer and the cranked arm leading into 
a spiral shape forming the loop formation (para. 98); 

Claim 5: the spiral shape circumscribes at least 360° (Stewart Fig. 8); 

Claim 6: the spiral shape circumscribes about 540° (Stewart Fig. 8); 

Claim 7: the cranked arm extends from the end of the introducer at an included angle of 
about, or exceeding, 90°. . . (Stewart para. 98); 
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Claim 8: in which the assembly includes at least two introducers (Fig. 32, #12, 232), each 
introducer having a tubular member associated with it (Fig. 34, #220 - the tubular 
members are slidable relative to the first introducer 12, which is within sheath 232, 
therefore each introducer has a tubular member associated with it, directly or via the 
first introducer); 

Claim 9: in which a first introducer (Fig. 32, #12) is received within a passage of a 
second introducer (Fig. 32, #232), a second tubular member (Fig. 34, #220), 
associated with the second introducer (Fig. 34, #220 - the tubular members are 
slidable relative to the first introducer 12, which is within sheath 232, therefore each 
introducer has a tubular member associated with it), being slidably received within a 
passage of the second introducer (col. 19, lines 56-62); 

Claim 10: in which the second tubular member (Fig. 34, #220) is carried on a shape- 
imparting element received within a lumen of the second tubular member (Fig. 34, 
#212, 214, 216) so that the second tubular member is able to be formed into a second 
predetermined shape when the second tubular member is extended from the second 
introducer (col. 19, lines 51-55); 

Claim 11: in which the shape-imparting element associated with the second tubular 
member extends beyond a distal end of the second tubular member (Fig. 34); 

Claim 12: in which a distal end of the second shape-imparting element is anchored 
distally with respect to the distal end of the second tubular member but proximally 
with respect to the distal end of the first introducer (col. 19, lines 42-48 - one region 
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is anchored 211 to the distal end 16 of first introducer 12, the other region 213 
slidable); 

Claim 13: in which an anchor point of the first shape-imparting element is in register with 

an anchor point of the second shape- imparting element (col. 19, lines 42-48 - all 

loops are anchored to the catheter distal end); 
Claim 14: in which both anchor points are arranged on the first introducer (col. 19, lines 

42-48 - all loops are anchored to the catheter distal end); 
Claim 15: in which each shape-imparting element is in the form of a shape memory alloy 

wire (col. 8, lines 49-51). 

In regards to claim 16, Thompson teaches a catheter assembly which includes: 
at least one introducer (Fig. 14, #102), 

the at least one introducer defining a passage (col. 13, lines 45-47, Fig. 14, 15A), 

an elongate, tubular member (Fig. 1, #12, 100) slidably received within the passage of the 

at least one introducer (col. 14, lines 15-16), 

the tubular member having a proximal end (Fig. 1, #14) and a distal end (Fig. 1, #16) and 
a lumen extending between the proximal end and the distal end (col. 13, lines 38-41), and 
an elongate, shape-imparting element received in the lumen of the tubular member (Fig. 
14, #22), to extend from the proximal end of the tubular member (col. 8, lines 45-48; col. 
14, lines 7-9 - the shape-imparting element forms the core of the tubular member) and 
the introducer (Fig. 14, #22, 64) and through the distal end of the tubular member (col. 
14, lines 7-9), a distal end of the shape-imparting element extending beyond a distal end 
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of the tubular member (col. 14, lines 7-10) and being anchored proximally a distal end of 
the introducer (Fig. 15A, #143) and at a location external of the introducer (Fig. 15A, 
#143), the arrangement being such that, when a distal portion of the tubular member is 
extended beyond the distal end of the introducer, the shape- imparting element imparts a 
predetermined shape to the distal portion of the tubular member (col. 14, lines 21-24). 
But Thompson does not teach the elongate shape-imparting element is one-piece, the 
predetermined shape comprising a cranked arm portion extending transversely relative to 
a longitudinal axis of the introducer, and a loop formation supported on the arm portion 
so that torsion imparted to a proximal end of the shape-imparting element causes rotation 
of the arm portion about the longitudinal axis of the introducer to effect adjustment of a 
diameter of the loop formation of the distal portion of the tubular member. 
Stewart teaches the predetermined shape comprising a cranked arm portion (Fig. 1A, 
#36) extending transversely relative to a longitudinal axis of the introducer (para. 98), 
and a loop formation supported on the arm portion (para. 98) the loop formation 
extending about the longitudinal axis of the introducer (para. 98), wherein due to the 
anchoring of the distal end of the shape-imparting element to the introducer (Thompson 
Fig. 15A, #143), applying torsion to the shape-imparting element effects adjustment of a 
diameter of the loop formation of the distal portion of the tubular member (Thompson 
col. 10, lines 25-31). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have included the cranked arm and spiral shape of Stewart in the ablation 
catheter of Thompson in order to create a continuous closed lesion ablation about the 



Application/Control Number: 10/587,534 Page 9 

Art Unit: 3767 

ostium isolating the pulmonary vein from the left atrium to treat atrial fibrillation (para. 
12, 14) as taught by Stewart. 

Furthermore, one of ordinaiy skill in the art at the time the invention was made would 
have found it an obvious design choice to use a one-piece shape-imparting element in 
order to simplify the construction and assembly, and prevent accidental disconnection of 
joints. See MPEP 2144.04. 

Thompson teaches an anchor point for the shape-imparting element and that rotation 
would adjust the shape of the loop generally orthogonally, and Stewart teaches a 
transverse loop. One of ordinary skill would understand that if the loop were formed in a 
predetermined shape as taught by Stewart applying torsion would change the size of the 
loop because the loop is in the plane of rotation caused by torsion, and the anchor of the 
shape imparting element as taught by Thompson would limit flipping or changes in 
orientation of the loop, thus the device of Thompson, as modified by Stewart, would 
allow the change in diameter of the loop under torsion as required by claims 1 and 16. 
Response to Amendment 

4. The amendment to claims 1 and 16 in the response filed on 20 January 2011 is 
acknowledged. 

Response to Arguments 

5. Applicant's arguments with respect to claims 1-16 have been considered but are moot in 
view of the new ground(s) of rejection. 

6. The new grounds of rejection were necessitated by the amendment to claims 1 and 16. 
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Conclusion 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LARRY R. WILSON whose telephone number is (571)270-5899. 
The examiner can normally be reached on Monday-Thursday 7:00 AM - 5:30 PM (EST). 

8. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin C. Sirmons can be reached on 571-272-4965. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

9. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/LARRY R WILSON/ 
Examiner, Art Unit 3767 

/Theodore J Stigell/ 

Primary Examiner, Art Unit 3763 



